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Traditional 510(k) Summary

The following 510(k) summary has been prepared pursuant to requirements specified in 21CFR

807.92.

807.92(a){1)
Esaote S5.p.A.
Via di Caciolle 15

Firenze, Italy 50127

Contact Person:

Date:

807.92{a)(2)

Common Name:

Trade Name:

Classification Name(s):

Classification Number:

807.92(a)(3)

Submitter Information

Allison Scott
317.228.8719
allison.scott@navigant.com

March 17, 2014

Devices
Ultrasound imaging System
7348 Ultrasound System
Ultrasound Pulse Doppler Imaging System 892,1550
Ultrasound Pulse Echo Imaging System 892.1560

Transducer, Ultrascnic, Diagnostic 892.1570

S0IYN, 901YO, 90ITX

Predicate Device(s)

Device Owner 510{k)

7348 Esaote K121384

7340 Esaote K081794, K091009,
K110688
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807.92{a)(4)

Device Description
Model 7348 is a portable system equipped with a handle. The system size and weight allow it to be
carried using its handle. The primary modes of operation are for both models: B-Mode, M-Mode, Tissue
Enhancement Imaging (TEl}, Multi View {MView), CW and PW Doppler, Color Flow Mapping (CFM) and
Amplitude Doppler {(AD). 7348 is equipped with a LCD color display where acquired images and
advanced image features are shown. 7348 can drive Phased, Convex, Linear array and Doppler probes.
Model 7348 has been designed to be powered by battery.

7348 has been previously cleared via k121384,

7348 Upgrade, defined herein, combine the cleared features of 7348 system with new software
capabilities, listed below:

1. Managing of Tissue Velocity Mapping (TVM) and Tissue Velocity {TV) mode.

2. Managing of M-Mode with free positioning of the acquisition line {Compass M-Mode).

3. Management of Stress Echo where detection of the occurrence of stress-induced wall motion
abnormalities is derived through comparison of 2D loops, displaying wall motion at rest and
during and after stress.

4, Management of Intima Media Thickness to automatically measure the thickness between the
intima and the media on the image in real time.

The 7348 Upgrade is manufactured under an 150 9001:2000 and 150 13485 certified quality system.
807.92(a){5)

Intended Use

Esaote’s Model 7348 is a compact ultrasound systern used to perform diagnostic general ultrasound
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small organ, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric, Intraoperative abdomninal, Laparoscopic and Other: Urologic. The 7348 system
provides imaging for guidance of biopsy and imaging to assist in the placement of needies in vascular or
other anatomical structures as well as peripheral nerve blocks in Musculoskeletal applications.

807.92(a)(6)

Technological Characteristics
The 7348 Upgrade employs the same fundamental technological characteristics as their predacate
devices. The 7348 Upgrade model is substantially equivalent to Esaote 7348 model cleared via K121384,
and to Esaote 7340 model cleared by FDA via KO81794, K091009, K110688.

s Clinical uses for which Esaote 7348 model, cleared by FDA via K121384, are designed are not
changed by 7348 Upgrade, to be cleared via this submission.

Esaote SpA 7348 Upgrade 510(k) Page 12 of 1032
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¢ Clinical uses for which Esaote 7348 Upgrade is designed are equivalent to those of Esaote 7348
model cleared via K121384, and to Esaote 7340 mode! cleared by FDA via K081794, K091009,
K110688.

e 7348 upgrade for managing Tissue Velocity Mapping (TVM) and Tissue Velocity (TV} mode is
equivalent to Esaote 7340 model cleared by FDA via KOB1794, K091009, K110688.

e 7348 upgrade for managing M-Mode with free positioning of the acquisition line (Compass M-
Mode) is equivalent to Esaote 7340 maodel cleared by FDA via KOB1794, K091003, K110688.

e 7348 upgrade for managing Stress Echo, where detection of the occurrence of stress-induced
wall motion abnormalities is derived through comparison of 2D loops, displaying wall motion at
rest and during or after stress, is equivalent to Esaote 7340 model cleared by FDA via K081794,
K091009, K110683.

* 7348 upgrade for managing Intima Media Thickness to automatically measure the thickness
between the intima and the media on the image in real time , is equivalent to Esaote 7340
model cleared by FDA via K081794, K091309, K110688.

¢ Esaote 7348 Upgrade, 7348 and 7340 ultrasound models are designed to meet the IEC60601-1
and IEC60601-2-37 safety requirements.

+ FEsaote 7348 Upgrade, 7348 and 7340 ultrasound models provide an Acoustic Output Display
feature per AIUM / NEMA standards, with equivalent Ispta and MI maximal values.

807.92(b}(1)

Summary of Non-Clinical Tests

The devices have been evaluated for acoustic output, biccompatibility, cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic, and mechanical safety, and have been
found to conform to the following medical device safety standards.

s |EC 60601-1

s |EC60601-1-2

s |EC 6060 1-2-37

o NEMA UD-3 - Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
= NEMA UD-2 - Acoustic Qutput Measurement Standard for Diagnostic Ultrascund

807.92(b)(2)
Summary of Clinical Tests

No clinical tests were performed.

807.92(b)(3)

Conclusion
The 7348 Upgrade is substantially equivalent to the legally marketed devices and conform to applicable
medical device safety and performance standards.

Esaote SpA 7348 Upgrade 510{k} Page 13 of 1032
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DEPARTMENT OF HEALTIH & HUMAN SERVICES Public Health Service

ﬁ Faod und Drug Administration

" pran F0903 New Hampshize Avenue
Pocument Controb Center — WOO6-G60Y

Silver Spring. MD 20993-0002

April 23,2014
Esuote S.P.A.
% Allison Scott
Senior Consultant
9001 Wesleyan Road. Suite 200
INDIANAPOLIS IN 46268

Re: K140677
Trade/Device Namce: 7348/My I,dbSog,no
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulscd Doppler imaging system
Regulatory Class: |1
Product Code: TYN, IYQ, ITX
Dated: March 17,2014
Received: March 18. 2014

Dear Ms. Scotlt:

We have reviewed vour Section 310(k) premarket notification of intent 1o market the device
referenced above and have detenmined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior 1o May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reelassified in accordance with the provisions of the Federal Food. Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration. listing of
devices. good manufacturing practice. labeling. and prohibitions apainst misbranding and
adulteration. Please note; CDRE does not cvaluate information related to contract tiability
warranties. We remind vou, however, that device labeling must be truth{ul and not misleading.

This determination of substantial equivalence applies to the foHowing transducers intended for
use with the MylabSogno, as described in your premarket notification:

Transducer Model Number

PA230 CA123 1015323
PA122 CA431 1.P323
PAD23 2CW "TEEL3Z
L.A435 SCW TEEG22
LASZ2 HECW
LASI3 EC1123



Page 2—Ms. Scott

If your device is classified (see above) into either class Il (Special Controls) or class 11l (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801}, please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7100 or at its Internet address -

http://www.fda.gov/MedicalDevices/ResourcesforY ou/industry/default.htm. Also, please note
the regulation entitled, *“Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www. fda.eov/Medical Devices/Safetv/ReportaProblem/defautt.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Posimarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (300) 638-2041 or (301

796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Ind ustrv/default.htm,

Sincerely yours,

i 1)

for
Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120

Food and Drug Administration Expiration Date: January 31, 2017
Indications for Use See PRA Statement on lsst page.
510{k) Number (if known)
K140677
Device Name
734%/MyLabSogno

Indications for Use (Describe)

Esaolc's Model 734K is a compacl uliraseund system used 1o perfonn diagnostic general ulirasound siudies including Cardiac,
Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult Cephalic, Small organ. Musculoskeletal (Conventional and
Superficial), Abdominal. Fetal, Transvaginaf, Transrectal, Pediatric, Intraoperative abdemninal, Laparoscopic and Other: Urologic.
The 7348 system provides imaging for guidance of biopsy and imaging to assist in the placement of needles in vascular or other
analomical structures as well as peripheral nerve blocks in Muscwoskeletal applications.

Type of Use (Select one or both. as applicable)
[X] Prescription Use (Part 21 CFR 801 Subpart D) [ Over-The-Counter Use {21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE ~ CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health {CDRR; {Signature)

o

FORM FE£SB&ERPEIP Upgrade 510(k) Page 1of 2
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7348 Upgrade

Intended use: Diagnostic ultrasound imaging or fuid flow analysts of human body as follows:

| Tode of Cporations
IM“’ Application n M PwWhD cwn Celor Amplitude { Combined Tizaue Harmenic Other (specify)
Doppler Doppler (k1] Velocity Imaging (TER
Mapping
ITVM]

Ophthalmic
F'_elnl P [ P P [ 3 P
Aldominal P P P P P P P P
fimracperative (Abdominal) P p r r P 4 P
Intraopcralive Neurologien!

Pediatnic P P r 3 P [ [ P
Small Organ 1] P P P P P " P
fHeanatal Cephahic P [ P 3 r P v v
[Aclult Cephalic P P P P id P [ P
Cardioc |2] [ 3 P P P r r N 4
[Transesaphageal {Cardine) P 4 P P P P P N 3

ranaesophagesl (Nan Cardiac)
runurectal P 4 [ P [ P r

ITrnnsvaginal P P P P P r P
ITransurctheal
[inlravasrulm

Periphernl Voscular P r [{ P P P P 4

1 paroscopic P P [ P P P [
Muncula-nkeleial Conventional P P P P P P P
lincluding Nerve Blocking)

Musculo-skeletal Superficial » P r 4 P ”» 3
(including Nerve Blocking) -
lOlhcr (Urolagical} P P [ P [ [ [

N: New indication; I Previgsuly ¢ eared by FOA; E:Added under Appendit E

1] Small Organs inclzdes Breanl, Thyroid and Testicles

121 Cardinc is Adull snd Pediatne

131 Combined modes arc: B+ M + PW » CW = CFM + D

Previaunly clcared vin k121383

Prescription Use Only Per 21 CFR 801 Pan O
Concurrence of CORH
Page 15 0of 1032
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7348 - PA230

Inlgnded use: Diagnostic ullrasound imaging or fluid Now analzsis of human bodz as foflows:
Blode of Opapations

[_J___

F@-Lﬂﬂw!ﬁ B M PWD cwi Cular Amplitude | Comtined | Tiasue Harmanw [ Cher (apecifv
Noppler Dappler 137 Veloriry Imaging {TED
Mupping
TVM)
Ophithaimic
}l-‘rml
telominml P r P P [ ‘P P P

Intranpernine (Ahdominal}

Intraoperative Neurological

Pecintric

[Small Crgan {1]

[Neonatnl Cephalic

IAdult Cephalic P P P P 4 [ P P
“ICardine. 2] P 3 r 3 P [ [3 N 3

[Transesophageal {Cardiar)

[Transcxephagen) INan Cardinc)

[Transrecial

Fransvaginal

ransurethral

IntrRvascular

JPevipheral Vascular

Laparescopic

Musculo~-gkelewal Conventwonal {including
Nerve Dlorking)

uxrulo-skelrial Superficoal fincluding
Nerve Blaclungl

ther (Urolegical}

N: New tnilication: P. Previosuly cleared by FDA; E:Added under Appendn E

Previously clearedd vin k121383
[H]

124
(3

Esaote SpA 7348 Upgrade 510k}

Small Qrgans includes Breast, Thvroid aned Teslicles

Cardiac 1 Adult and Pedirine

Cumbined modes are: B ¢ M « PW « CW + CFM + D

Prescription Use Only Per 21 CFR 801
Pan D Concurrence of CORH

Paga 38 ot 1032



7348 - PA122

Intended use: Diagnosti¢ uitrasound imaging or fluid flow analysis of human body as follows:

PMode of Operntions

Clinical A; eatiol

B

M

r'wh

Cwh

Coter
Loppler

Amplitude
Doppler

Cumbinecd

13}

Tiasue
Velocity
Mapping

(TVM}

Harmonic
Imaging ITEH)

Other (specify|

[Ophihalmic

Felal

JAlslsminak

rlnlraopermivr. tAbdominal}

iniraoperative Neurological

Pedinlnic

Small Organ 1]

Neonatal Cephalic

IAdull Cephali:

Cardiac |2]

[Trvnsrsophageal (Cartiac)

J?‘mnsvmupl'mgtml [Nun Cardinc)

[Transrecial

[Trensvaging)

ransurcthral

Intravascular

Feriphernl Yascular

Juputouopic

M usculo-skeletal Canventional
tincluding Nerve Blocking)

uscule-skeletal Superficial
dinctuding Nerve Blockingt

I;)Iher {Urological)

T New indlication; P: Previosuly cleared by ﬁf\; FiAdded under Appendix B

Previously cleared via k121384
m

121
13t

Esacie SpA 7348 Upgrade 510(k)

Small Qrgans includea Breast, Thyroid and Teslicles

Cordiac is Adult and Pedintnic

Combined modes are: H + M+ PW « OW « CIM - 1D

Prescription Use Only Per 21 CFR 801
Part D Corcurrence of CORH

Page 37 of 1032



7348 - PAD23
Intended use; Diagnosiic ultrasound imaging or fluid flow analzsis of human Dod! g8 follows:
£

Mode of Operntions
[Clinical Application [H] M Wi CWD Culor Amplitude | Combined Tizsue H i Other (specify)
Depplcr Doppier 31 Velocuty Imaging (TE}
Mappirg
TV
Qphihalmie
Feia)
heminat

Intraapcrative {Abdominal)

Intraoperative Neurclogical

Pedintric

Emnll Organ [1]
Neanatal Cephalic [J » I [
[Adull Cephake
ICardiac [2) [ »
[Fransesophageal ICardiacy

ranscsaphageal (Non Cardiac)

ransreetal

ransvaginat

runsurelhral

Ilmravauculm

‘I'enphernl Yascular P M P
Laparcacopic

Musculo-sheletal Conventienal
tincluding Nerve Blocking)

(Musculo-skeleral Superficial
(inchuding Nerve Blockingl

Other (Urological)
N: New indication; P. Previosuly cleared by_F-DA; E:Added under Appendix E
Previously cleared via k121384

ni Sminll Organs includes Breast, Thyroid and Testicks
12] Carthae i Adult and Pediairie
i3l Comlunesl mactes are: L+ M+ PW 4 W « CFM < PD

Prescription Use Only Per 21 CFR 801
Part D Concurrence of CORH

Esacte SpA 7348 Upgrade $10(k) Fago 38 of 1032



7348 - LA435

Intended use: Diagmsﬁc ultrasou

nd imagina or fluid fiow analzsis of human bodz as follows:

Hode of Operations

JClinical Application

:

-] M WD

Cwh

Colar
Deppler

Amplituds
Voppler

Combined
131

Tissue
Veleeity
Mapping

TvM)

Harmonic
Imoging ITEN

Other [apecifyl]

Ophihalmic

JFetai

IAbdominal

intrnaperntive (Abdominol)

Intraoperative Neurolngiral

Iedialne

I.S_mnll Organ 1]

Neanatal Cephatir,

JAdutt Crphalic

Cardiac [2]

[Transesophageal (Cnrdinc}

Trnnsesaphageal {Non Cardiach

[Transrecial

[Transvaginn!

[Transurethral

Intravascular

Pcriphernl Yascular

Lnparaseu pae

Musculo-skeletal Canventional
l(including Nerve Blocking)

Musculo-akeletal Superficial
lincluding Nerve Blocking)

lOlhet {Uralogicalt

N: New indication: ' Previesuly cleared by FDA;

Previously cleared vin k132331
"

121
13

Esaole SpA 7348 Upgrade 510(k)

E:Added wnder Appendis £

Small Organs includes Hreast, Thyreid and Tesucicn

Cardiac is Adult and Pediatne

Combined modes nre: B+ M ¢ I'W « CFM = 'L

Prescription Use Only Per 21 CFR 801

Part D Concurrence of CORH

Page 38 of 1032



7348 - LAS522

intended use: Diagnestic virasound imaging or lluid llow analysis ol human body as lollows.
Mode of Dporptiops

[Clin{sn]l Appllcntion 1] M Wi cvny Calor Ampluade | Cominned Tirsur Harmonw  [Other {sprrifv]
Dappler applcr (R Velovaty imaging (TEL .
Mappug
Y M}

Ophthalmic
F‘clni

bduminal

Intracperative [Abdeminal)

[ntrooperntive Neurological

Pediatnic 4 P - P 4 P P I

Small Organ f1] [d F [ P P ? P
conatal Cephalic -

[Adult Cephabic

Cardie |2)
Teansesophagea) (Carding)

Teunscsaphageal [Nen Cardue)

[Transrecial

Transvaginal

[Transurcthral

Intravaacular

Periphernl Yagcular [ P r g P 4 P

[ apnToscopic

Muscule.-skelelal Canventional
Itin:luding Nerve Blocking)

IMusruln-ukrl.clal Superficinl

tincluding Nerve Blocking)
I(thcr (Uralegicall

N: New indication: I* Previosuly cleared by FLIA: E:Added uniler Appendix E
Previoundy vlearesd via k121349

i1 Small Organs icludes Breast, Thyred and Teatickes
2] Curdiae in Adult andt Pediine
13 Combincd modes are: H + M = PW » CFM « Pl

Prescription Use Onily Per 21 CFR 801
Fart O Concumence of CDRH

Es2ole SpAa 7348 Upgrade 510(k} Page 40 of 1032



7348 - LA523

Intended use: Diagnoslic ultrasound imaging or Aluid flow analysis of human body as follows:

Modo of Oporations

Clicical cation

3] Y] rwo CWD Calor Amplitude | Combined
Lioppler Dappler 13

Tisasue
Velacity
Mapping

LDA0ML

Harmonic
imaging [TE

Other {specify)

phthalmic

| ]

Ablamanal

Intranperative (Alrfominal]

Intrauperanive Neuzalogieal

Pedialrie

Smatl Organ |1]

Neonatal Cephalw

[Adult Cephalic

Cardiac |2|

[Transcsuphageal (Cardiac)

ITrunxesuphagent (Nan Cardiach

Tl‘rnmlrrr tal

[Transvaginal

[Transureihral

lniravancular

Prripheral Vaszcular

Laparoscopic

Musrulo-skeletal Convenlional
tlincluding Nerve Bluckingt

Musculo-skeletal Superficial
fincluding Nerve Blocking)

(Other (Urological)

—
N: New tndication; I Previosuly cleared by FDA; E:Added under Appendix E

Previoualy cleared via k132466
nj

121
1%

Esaote SpA 7348 Upgrade 510{k)

Arnall Organs mwludes Breast, Thvreul ind Testicles
Cardiac 1s Adult aod Peditow
Combined modes are: B+ M+ I'W + CFM + FD

Prescription Use Only Per 21 CFR 801
Parl D Concurrence of CORH

Page 41 of 1032



7348 - CA123
Intended use: Diagnostic ulrasound imaginﬂ or fluid flow analzsis of human bodz as follows:

Mede ol Operations
KClinigal Application ;] M PWD cwn Color Amplitude | Combined Tiasue Harmonic Other {specify)
Doppler Doppler 131 Velocity | Lmaging {TED '
Mapping
TYM)

Ophthslmic

JFetal

[Abdominal

Intraoprrative (Atxiominal)

[ntraoperitive Neurological

Pediatric F P P 4 L4 3 3
Ié_}mall Organ {i] P 3 [ v G 3 3

Neonalal Cephalic P P P 4 P P 4

jadult Cephatic

Carding 2] P [4 I [ 3 [ r

Franlcuphngcul ICordiae)

ransesophageal INen Cardioct

rANNractat

ransvaginal

[Transurethyal

intvavaseular

Periphern) Vasculur P P P [ [ |4 P

faparancapc

usculo-akeletal Conventional F P P # [4 e P
{including Nerve Blocking) i

IMusculo-skelcwl Superficiat P P » 3 » [ 3
including Nerve Blocking)

Other (Urological)

N: New indication; P; Previosuly cleared by FIM: E:Addcd under Appendx E
Previousty cleared via k12384

" Small Orgnns includes Breast, Thyrod and Teaticles
4] Carchine 1a Adult angd Pradintre
13 Combined modey arc: B + M « 'W + CFM + I'D

Prascription Use Only Per 21 CFR B0
Pant D Concurrence of CDRH

Esaote SpA 7348 Upgrace 510{x) Page 42 of 1032



7348 - CA431

Intended use: Diagnostic ultrasound imaging or fluid low enalysis of human body as follows:

Modp of Oparmtions

(Clnlcal Application

] M "W

Cwi

Color
Doppler

Amplitude
Loppler

Combined
3

Tissue
Vr'locnty
Mapping

VM)

tHarmonic
Imnging (TED

Other (sperifv)

Ophthaimie

Fetal

Abdotninal

Introoperative iAbdominal)

Intrnoperative Neurolagical

Pediatric

Srall Organ (1]

Nronatal Cephalic

|Adult Cephalw

Cardine (2]

ransesaphageal {Canchiach

ranscaaphagenl {Non Cardun

ransrer sl

ransvaginal

Transuretheal

Intravascular

Peripheral Vaacular

-8 paroncupic

Musculo-askeletsl Conventional
lincluding Nerve Blacking)

Musculo-aKrletal Superficial
Tincluding Nerve Blocking)

Other {Urological]

v ¥ T

Previoualy clenred vin k121344
1

121
13

Esacie SpA 7348 Upgrade 510(k)

Small Qrguns includes Hreaat, Thyrox) and Teshcles

Cardiac is Adult and *edintric

N: New nddicationy I'; Previosuly vleated by FIOA, [o:Ashied under Appentix B

Conmbined modes are: 5 v M+ PW « CFM » ')

Prescription Use Only Per 21 CFR 801

Part D Congurrence of CORH

Page 43 of 1032



7348 -2 CW

Intended use: Diagnostic ullrasound imaging or fluid Ffow analysis of human body as follows:

Mods of Operstiona

[Clinlen) Application

M

rwn

CWi

Color
Loppler

Amplitude
Doppler

Combined
13t

Tasur
Velooity
Mapping

T¥YM)

1larmonic
Imaging TE]]

Qther [apreily)

Ophthalmie

[Fetal

Abdeminal

Intraaperative IAbdominal)

nirnopernlive Neurelogical

Pediainc

mnll Organ [1]

Neonata) Cephalic

IAdult Cephahe

Cardiar 12|

fTiransesophageal {Cardiac)

ranscsophageal iNon Cardiac)

[Transrectal
Limns\‘umn»l

[Transurcthml

I:nlmv.\sc ular

Periphernl Vaseulir

Laparoscapis

Musculo-skeletal Conventional
tincluding Nerve Rincking

Musculo-skeletnl Superficial
Hincluding Nerve Blocking)

Other {Urologicn])

; New indication; P! Previosuly clcarcd by FDA: E:Added under Appendu E

Previaunly cleared via k1217384

4]
2

Esaote SpA 7348 Upgrade 519{k)

Small O1gans inciudes Breast, Thyraid nad Testicles
Cnrdiac in Adult aml Pediatric

Prescription Use Only Per 21 CFR BO1 Part
D Concurrence of CORH

Page 44 of 1032



7348 -5 CwW

Intended use: Diagnoslic ultrascund imaging or fluid flow analysis of human body as follows:

Mode of Operaticas

[cunical apptisation

M

PW)

CWDn

Colr
Uoppler

Amplitude
Trappler

Combined
1%

Tisaue
Velooily
Mappuig

TVM)

flarmonic
Imagmng (TEN)

Other {apecify)

Ophthalmic

Fewnl

[Abdominal

Intraoperative [Abdominal)

Intraoperalive Neuratogical

Pedintric

Smnil Orgun |1]

INronatal Cephalic

[Adult Cephalic

Cardiac [2]

grnnuwphagml |Cardvact

[Transcaophisgeal INon Cardiac)

[Tranarectal

[Transvaginnl

[Transurethml

Il;lnvuu:ular
eripheral Vascular

Laparakeope

Musculo-skelelul Conventianal
unclading Nerve [leking)

Musculo-sketetal Superficml
lincluding Nerve Blocking)

Cthrer {Urnlugicall

N: New ndication; P. Previosuly cleared by FOA; E:Added unider Appendic E

Previoualy cleared vio k12184

1
121

Esaote SpA 7348 Upgrade 510ix)

Cardiae ix Adull and Pedatne

Small Orgens includes Breast, Thyreid and Tosticles

Prescription tse Only Per 21 CFR 801 Part
D Concurrence of CORH

Pege 45 of 1032



7348 - HFCW

Intended use: Diagnostic ultrasound imaging or fluid low analysis of human body 85 follows:

Mody of Qporntions

|
ICI!nlcn] Application

B

M

PWI3

CwD

Color
Boppler

Amplitude
Deppler

Comhined
i3]

Tissue
Velocnty
Mapping

SGALL

Harmonic
Imaging (TE)

(ther {apecify)

Fﬂphlhahmc

Fetal

fAbdaminal

Intracperntive [Abdominal)

Iniraoperative Neuralogical

Prdiatric

Small Urgan |11

[Neonatal Cephalic

[Adult Cephalic

Cardiac 2}

[Tronsenophugenl (Cardine)

[Transesuphageal [Non Cardiar)

[Transrecial

[Transvaginal

[Transurcthral

Introvascular

JPeripheral Voscalar

Laparoscopic

Musculo-skeletal Conventional
lincluding Nerve Blocking)

Muscubo-skeletal Superficial
lincluding Nerve Blorking)

I{Jther {Urolegical}

N: New wndication; P: Previesuly eleamd by FDA: E:Added under Appendhix 1

Previgusly clenred via k110688

[H]
12]

Esaole Spa 7348 Upgrace 510(k}

Cardiae is Adult and Pedintric

Small Organs mcludes Breast, Thyruid and Teaticles

Prescription Use Only Per 21 CFR 801 Pan
D Concumrence of CORH
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7348 - EC1123
Intended use: Diaﬂnostic ultrasound imaging or fluid flow analysis of human body as follows

Mods of Oaarations

ICinical Application [H] M PWn CwD Cotur Amplitude | Combined | Tixsue {larmonic Other [apecifyl
Doppler Dappler [B]] Velocicy Imnging (TEI
Mapping
TYM)

Ophthalmic

Fetal 1 " I I " B P
YAbdaminal

Inirnoperative [Aaminal)

Fnlraapcralivc Meuralogical

Pedintnic

Small Organ |1]

Neonaln) Cephalic

duli Crphalic

Cardwe [2)

rensesophagen] [Cardhas)

ransesophagen] INon Cardinct

ranarccinl " r

Periphera) Vasculnr

Laparaacopic

Musculo-skeletsl Conventional
(including Nerve Blocking)

Musculo-akeleinl Swperficinl
tincluding Nerve Blockingh

Cther (Urelogicsl P

® P F P P P

N: New mdication; P: Previeauly cirared by FDA, E:Added under Appenrdix £

Previvusly clenred via k132231

i Small Organa ncludes Breast, Thyraut and Testicles
12 Cardiac ax Adult and Peduine :
131 Combmed modes are: o+ M+ I'W + CFM + PD

Prescription Use Only Per 21 CFR 801
Pan D Concurrence of CORH

Eszole SoA 7348 Upgrada 510(k} Page 47 of 1032



7348 - JOE323

Intended use: Diagnostic ultrasound imaging or Med flow 2nalysis of human body as follows:

| Mede of Ogorntions
lﬂw‘-ﬂ! B M PWI Cwiy Color Amplitude | Camlnned Tissuc Harmanic ther {xpecifyy
Loppler troppler 131 Velecity | Imagsng (TEN
Mappmg
TVM)
Ophthalmic
Felal
JAbdeminal P P P P P 0
Intrwoperative {Ahdominnl| P P P [ P [
[intmeperative Neurological

Prdiatnc P B Ly [ r P
mall Organ |1} P 3 P [3 [ P
WNmnalnl Cephalic

JAdulr Cephalic

Cardiac |2]

ITransrsophageal iCardiae|

[Transekophagrnl INon Cardia)

rrannrrrlnl

I’I‘rnnlwwnnl

ransurethrmi

Intrvasculnr

Periphernl Vaacular P P P P P P

J'annrnsropic

Musculo-skelctal Conventional [ [ P [ 4 P [
flincluding Nerve Dlocking)

Muscule-akelrin) Superclicial r r P r r [
jincluding Nerve Blocking)

Other (Uralagicall

N: New indication: P. Previosuly clearcd by FDA, E:Added under Appendw &
Previausdy cleared via k121383

(1] Small @rgans include s Breast, Thyrowd and Testeles
4] Cardiar is Adult and Pediaine
131 Combined modes are: H « M » PW « CI'M » D

Prescription Use Only Per 21 CFR B0
Part D Concurrence of CORH
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7348 - LP323

Inlended use: Diagnostic uttrasound imaging or fluid flow analysis ol human body as foilows:

Mode of Operations

Iﬁmmuzumm

B

M

WD

Colar Ampltude 1 Combined
Duppler Doppler 131

Tisaue
Velucity
Mapping

TVM}

Harmenic
Imaging (TEl

Other (apecify)

[Ophihalmic

Frtal

Adominal

Intraoperative iAbdominaly

Intraoperadive Neurclogival

Pedintre

mall Organ 1]

Neonalnl Crphadie

Adylt Cephalic

Cardine |2)

[Transcaophageal (Cardiac)

[Transcsophagral (Men Cardiac)

[Tranarectal

[Transvagnnl

Trasisurethral

Intruvascy bir

IPcriph:rnJ Vascular

Japarascopir

Muaculo-skeleral Conventional
lincluding Nerve Dlocking)

Munrula-skeleral Superficial
linciuding Nerve Blocking

IOlhrr {Urelngical]

N: New indication; P: Previosuly cleared by F-Dn; FE:Adlded wruler Appendix E

Treviously vleared vio kL 2EIR+
n
12
&}

Esaote SpA 7348 Upgrade 510(k)

Soald Organs in hudes Breast, Thyrod and Testicles

Cardiai an Adult and Peibiatne
Cambine modes are; B - M PW 0 CFM ¢ PD

Prescnption Use Only Per 21 CFR 801

Part D Concurrance of CORH

Page 40 of 1032



7348 - TEE132
Intended use: Diagnostic Wlirasound imaging or fluid flow analysis of human body as (ollows:

. Mede ol Oporrtiony
IClinjeal Application B M WD CWD Color . | Amplitude | Combined Tizsue ilurmonic Other {speciiy)
Doppler Neppler 13 Velucity Imaging (TE)}

Mapping
Fouli¥il

(Ophthalmic

Feia)

JAtdominal

ltmruopc-rulivr Aldurminal)

Ilnlmopemlivr Heuralugical
Il 'edimtric
I.Sm.'\ll Crpan |1]

Neanatal Cephalic
IAdull Cephalic
Cardiac [2]
[Transcasphageal (Cordine| P P P P P P [ N P
Transesophageal iNon Carchic)

[Tranarecial

Tranavaginu)

Transurethrol

Intravasculer
F‘rriphernl Vascualar
Lnparoscopic

Musculo-skeletal Conventional lincluding
Nerve Blockingl

Muaculo-skeletal Superficial ncluding
Nerve Blocking)

Cher {Uralogiral)
N; New irdication: 1% I'reviusuly clenred by FDAL E:Added uncder Appendi E

Previoualy cleared vin k121384

1 Small Orgiurwe ineludes reast, Thirmdd and Tesurles
12] Cardiac s Adult aad Pediatie
1] Combned modes aie: Fi + M+ PW « CW + CFM + PDY

Prescrnption Use Only Par 21 CFR BO1
Pan D Concurrence of CORH
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7348 - TEEO22

Intended use: Diagnostic ultrasound imaging or luid Pow analysis of human dbody as follows:

Medo of Operations

[CHnigal Apoligation

B M Wi CWD Color Amplitude | Combnnesl
Duppler Naoppler (k1]

Tissue
Velucity
Mnpping

Faa VoA 1Y

Tlarmenic
Imaging (TEI)

Qiher (aprril'_\flﬂ

Ophthalmic

Ftul

Prbdeminal

[fmmopernli\'r {Abduminal)

tntraoperative Beuroluical

Pediatric

Small Crgan (1]
Neenatal Cephalic

[Adult Cephatic

Cardiar |2]

F‘mnnruphﬂgrnl {Cardiar]

ransesophageal [Non Cardiac)
ranaseetal

Tanssuginal

rannurethral

Intraveacular

Ii‘eriphrml Vascular

Il-npnruu apic

lM uscula-sheletal Conventionn) fincluding

Nerve Blocking)

MNerve Rlocking)

[Muscula-sheletal Superficiul {including

Other (Urelogcal]

N: New indicauon: P: Previesuly cleared by FDA: E:Added under Appendix

Previously cleared via k121384
1]
12}
13

Esacle Spa 7348 Upgrade 510ik)

Small Organs wneludes Breast, Thyrad and Testicles
Cardiac 18 Adult and Pediatnic
Combined moiles uee: (12 M« PW « CW + OFM + PR

Prescription Use Only Per 21 CFR 801
Pan D Concurrence of CORH
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